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WARNING LETTER NG, 2001-NOL-06

Mr. Daniel Crowley, President and CEO
Coram Healthcare

Dear Mr. Crowley:

;o1 -

During an inspection of your manufacturing facility, located at 115 James Drive West, Suite 100, St.
Rose, Louisiana, conducted during August 23-September 20, 2000, our investigator documented
deviations from the Current Good Manufacturing Practice (CGMP) requirement regulations. These
deviations cause your drug product, liquid medical oxygen, to be adulterated within the meaning of
501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act (the Act). The controls used for
manufacture, processing, packing or holding of this product are not in conformance with Current Good
Manufacturing Practice requirement regulations [Title 21, Code of Federal Regulations, Parts 210 and

211 (21 CFR)].

Our inspection revealed the following CGMP deficiencies:

-

1. Failure to test incoming bulk Liquid Oxygen U.S.P., for identity and strength, or to assure the
identity and strength of your incoming bulk Liquid Oxygen U.S.P., prior to filling liquid cryogenic
home units [21 CFR 211.165(a)];

2. Failure to adequately test each batch of drug product prior to release for conformance to final
specifications for the drug product [21 CFR 211.165(a)];

3. Failure to establish and maintain batch records documenting the manufacture, packaging, testing,
and holding of each batch of drug product [21 CFR 211.188(b)];
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